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REMAKKS 



Claims 1-3 and 5-18 have been amended herein. Claims 1-3, 5-20, and 22-24 ate 



pending and presented 



. ... Claims 1=3, 6-7, 9-13, and 15-17 have been rejected under 35 U.S.C J 101- • 
being directed to non-statutory subject matter. In accordance wfch the Bram>n« 
JLons, daims 1-3, 6-7, 9-13, and 15-17 have been amended in good-fatth wttbou 
j£g new matter » encuomass statutory subject matter. Accordingly, '#« 
respectfully requests that mis rej ection be withdrawn. 

'^T^ «*^ ^ ^0099302.0 

~ ^ ■• ■ xt„ * Q7R 7*51 to Pence "et al. (hereinafter 



- -Pence!'). Applicant respectfully traverses this rejection. 

To establish a^/ceie case of obviousness, three basic erttena mus, be met 
First mere mus, he some suggestion or motivation, enher in me references - 
HeTowledge generaUy available to one of ordinary ^ in me art, to modtfy *e 
J^TTt comhme reference teachings. Second, mere must be reasonab e 
.reference or to fte ^ or reference (or referent when combmed) 

expeeumon *f success. Fmally, the pnor .~ teacbingor suggestion to make the 
nn*, tench or suggest aU the claun unutatrons. The teaching gg 
„ eombinadon and me reasonable crpectedon - ~ - ^ 
priori and nothased on applicant's disclosure, ft re 947 F.2d 
7Lm (Fed Cir 1991); MPEF 2143. Here, me Examiner has faded to estebhsh a 
2d 1438 (Fed. Cu. iwu, independently or m 

.... ^..faa* case of obviousness because Bardy and 

.combination do not teach or suggest aU the clamt hmtrattous of clarm 1 , , 

M ' ' a v . respectfully submits neither Bardy nor Pence is even remotely 
^rco—Uug tria, date of * ongoing blinded Cimca, ttial for a 
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statistically significant event to identify a potential positive or negative effect of a drug 
under suxdy. at the earliest possible moment, as requixed by claims 1-3, 5-20, and 22-24. 
It is well established that the Examiner cannot use hindsight gleaned from the present 
invention to modify or reconstruct the prior art reference to render claims unpatentable. 

It is unclear to applicant as to why Bardy is relevant as a prior art reference, let 



steps of claim 1 (and simitalyftr independent claims 12 and 18). Further, it is unclear to 
applicant why Pence i relevant as a prior art reference when Pence relates to a 
.aaaufacturing method and system ft* testing magnetic disk drives. The prior must to be 
judged based on a full and fair consideration of what that « 'teaches, not by usnrg 



modifyiog 



a„ attaupUo reconstiuct applicant's invention. The Examiner cannot simply change tire 
principle of the operation of the reference or render the mfcrence mopmblc for its 
intended purpose » render the claims unpatentable. Accordingly, it is submitted that the 
Examiner has succumbed to the lure of prohibited hindsight reconstruction. 
' Applicant once again submits that the only me present mventibn teach or sugses. . ■ 
" method and system of continuously analysing trial date of an ongoing blinded chmcaT 
uial utihzing multi-arm stirdy. None of me prior art teaches such an^ys* whale 
bhnded clinic*! trial is stiU ongoing because of me fear of compromising me mtegnty tire 
■ o™ 0 * 0 - . ' ji^o^veracirvofme blinded clinical trials. The ongoing 

... trial data and thereby jeopardmng the veracuy 

blin dod clinical uial can be compromised if tire setfee of the date rs revealed « « 
dimmed (r.e„ me uial date is associated with a particular study arm). Mb. • 

eomproTsed. All of me prior art systems and methods describe analog me ^al data 
X Zme Chtical tiials have ended. That is, nnder the prior art system and me*o* 
: Smal positive or negative effecte of a drug under study will go — ^ 

. : TunicdtiLiscomp^ TZTZ 

date for a statistically significant even, to identify a potential posrirve or neganve effect 
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of a nmg under study at the earliest possible moment. "A statistically sigmficaut event 
occurs when the result of the statistical analysis exceeds a predetermined threshold. For 
example, if the drug under study has a high toxicity level, then it would be extremely 
valuable to identify such negative effect of the drug as earliest possible to end the clinical 
trial; Only the present invention teaches, or suggests identifying such potential positive or 
negaUve^ffects while the. blinded clinical is ongoing without conrpromising the integrity 
and the blindness of the clinical trial. Because of this and other advantages of the present 
invention, the assignee of the present application is currently marketing and selling 
products/services incorporating various embodiments of the present invention with great 

success. 

system 



costive heart failure in a patient and Peace reia.es tea manufacturing method and 
system for testing magnetic disk drives. Applicant respectfully submit that neither 
Bardy nor Pence is no. even remotely related to clinical trials and is not concerned wrtb 
^.aMng the secrecy of the collected date. Intact Bardy must know the source of me 
d^e^eifthe^ 

must know the source of the data to determine which mannfacurring station is cause of 
the device failures. 

"To imbue one of ordinary skill in the art with knowledge of the present invention, 
when no prior art reference or references of record convey or suggest that knowledge, » 
,o fall victim of the tedious effect of hindsight syndrome, wherein that which only the 
inventor teught is used against me teacher." gj <1 nn- > **or v O^-fcc, 721 
F 2d 1540 1553 (Fed. Or. 1983). In me present case, none of the references teach o, 
suggest continuously analyzing trial date of an ongoing blinded clinical trial for a 
statistically significant even, to identify a potential positive or negative effect* drug 
under study a. me earliest possible moment, as required by claims 1-3, 5-20, and 22-24. 
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. Coattary to the Examiner's erroneous assertion Applied respectfully submits 
M Bardy or Pence independently or in combination fail to teach or suggest any of the 
claimed limitations in independent claim 1 (and similarly for independent claims 12 and 

18). 



I. 



Bardv and P*-ee Falls - T"- h <" §mgatA^^O 7** 
inhtArf ninice ' r^nrimi. a Multi-arm Study 



As noted herein, Bardy relates to a system and memod for diagnosing and 
coring congestive heart faunre in a patient and Pence relates to a mannfacn«ng 
met hod and system for testing magnetic disk drives. Even after acknowledgmg ma 
Ither Bardy nor Pea.ee is even remotely relate to clinical to*, durihg tire phonal 
B— hdervrew on April 29, 2008, the Examiner contim.es to "-^ 

■ ^- Ql ^ ata w e conmfisinfi trial data of subjects in an ongoing 

Bardy discloses "accessing a trial database comprising u> 

y ; ' nrm ^dv" (Final Office Action, page 3). In 

Winded clinical trial comprising a multi-arm study. (*inai 

feet paragraphs [00081, [0009] in Bardy, cited by the Examiner, merely describe 
feet, paragrap . & Exa nnner's assertion, Bardy does not 

iST-i — . - — - - — • - 

ZZZL ending blinded chnical trial where me data ~» — — 
■ a the integrity of the blind. That is, the clinical trial data must be accessed 
compromismg the mtegnty of th accessed without knowing 

without revealing. Ihe source of the data (i.e., the ^ m Ws assertion. 

. w „ atiP nrt Whereas, contrary to the Examiner s assent 

, that it relates to a^articular patient), wnereas, 7 

^ ^ n r*umt invention because the source or me oaui 
Bardy clearly teaches away from the present mvenn 

■ m US t be known to provide proper care to the patient 

^e present invention provides a system ^tne&od for 

and status quo ot congestive uo ™L The measures 

care .cords." (Bardy, 1 

. . [00Q9]). . 
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.ApplksationNp, lp/W7,W8 • _ ... 
Preliminary^ - - - 

After careful reading of Bardy, applicant is unable to &d any reference » Minded 
eiiraca!' trial, let alee clinical tria! database. Applicant reapectMly ^ " 
Examiner identify' where in Bardy it aUegedly teaches y#m* * *-"» 
xon^rising trial data of subjeots in an ongoir* blinded ciioica. friai core*- ^ 
aTstudy." as required in independent claim 1 (and similarly » mdependent clatms 12 

and 18). 

TWbre, me Examiner has failed to eambuah zprtnafide case of obviousness 
bec^e me combination of Bardy and Pence does no. teach or suggest all the alarm 
"Sons. The Examiner has impermissibly reacted Bardy to render fee derma 
^patentable using hindsight gleaned from the present invenboo. 

n Bard dTu.tr Fail? - T rr h "-Suc^t ^ pressing a Bbn4£Bg 

1- Bnrflv ana rem , —• ' Stndv 



. As noted herein, Bardy relates to a system ami mefeod for 
monitoring congestive heart failure in a parien, and Pence relates • a nranufcctanng 
riZdsyLfortesung magnetic « drives. However, the — 
lets mat Bardy ^osea "accessing a blinding database compnsmg 

-.wifiers wherein a subject's study group identifiable by a 
and associated s*dy group identifiers, wherein J ^^[0011] in 

study group identifier » (Final Office Acnon, page 4). m fact, paragrap i 
siuuy &* wu f «r*>wh monitoring set includes 

Bardy cited by the Examiner, merely describes that [e]ach m ™ tor ^ 
Bardy, ^atientjnfprmatiea.^ (Emphasis added). Further, 

recorded measures that eacbjslsJSL^auefl ^continuously and 

v, rn«rm in Bardy cited by the Examiner, merely describes continuously an 
paragraph [0037] m Bardy, cit _ nn _ going 



periodically [couecung pancm => — assertion, Bardy 

» fEmohasis added). Contrary to the Exammer s assertion, d<u 
Ea&§a ™"^' I rich accessing a trial database, let alone accessing a 

•doe*.not even. remotely suggest or teach accessing a w^-tatooity of 

, v rt*t a must be accessed without compromisingihe integrity ox 

blinding database where die data must TP . vea w the source of 

, -«o data must be accessed without revealing me w 
me blmd..Thatis v ^ „ thflt it relates to a particular 

„♦ k p arreted without knowmg that it relates to a 
the data (i.e., the data must be accesseo wi 



^ ^ ... . . . . 
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patient). Whereas, contrary to the Examiner's assertion, Bardy dearly teaches away from 
L present invention because Bardy cannot provide proper care «, a patient nnless . has 
JL to the patient's medical da». One again, after careful reacting of Bardy, appticant 
72>» * « any reference to a blindhrg database, let alone ctinioal trial 
Appticant respectfully revests that tire Examiner identify where in Bardy tt » 
3. "accessing a blinding database comprising subject identic and assorted 
. Z group identic, wbemin a snhject, stitdy ^ identitiable by a sto y.o^ • 
^uay gr y ^^^t claim 1 (and similarly in independent claims 12 

identifier," as required in independent claim i <j™ ' 

■ 

and 18). 

" - ^ w aea m failed to establish a prfwa case ot 
Therefore, the Examiner has again iaueu u> 

" " V ^ ^ rt f R«rdv and Pence does not teach or suggest all 

.. . obviousness because the combination of Bardy and Penc . 

* e claim limitations. Once again, the Examiner has impermissibly reconstructed Bardy 
the claim ujmui leaned from the present invention. 

. to render the claims unpatentable usmg hmdsight gleaned rrom v 

„ * . «H Pence F aflg to T ftaC h nr ^rr c *' geneg^M * 

• *»rdv relates to a system and method for diagnosing and- 
Ac noted herein. Bar ay relaxes iu <* j ^ . • . 

, w faUurc a patient and 'Pence relates to a mannfoctunng 
: monitoring congestive heart fadure nr P Exami ne*er— >y 
method and system for testing magnetic drsk dnves. H . ^ 
. matBardy discloses "generating a grouped da^ase *o .„ 

. tte bto dmg database." CFnnal Office Action, page 4). In fact, par grap 
Bardy, cited by the Examiner, merely describes that 

"The database 17 f^^T^^ 
individual patient to whomremote pa^ 
provided. Eachpat^^tecord23^ ^ ^ 

other pertinent data. 



13 

PAGE 17/29 1 RCVD AT 1002008 2:51:08 PM [Eastern Daylight rone] 1 SVR:USPTO-EFXRF-6/32 1 DN1S:2738300 1 CSID:2123183400 8 DURATION (mn>ss):07-32 



Oct 2 2008 1 5:57 P. 18 



. DocketNo.: NY-MSI 203-US 

ADolicatipiiNo. 10/667,848 
preliminary- Ameodfl^^ RCE 

Contrary to the .Examiner's .assertion, Bardy does not even remotely suggest or teach a 
trial or blinding datable, let alone generating a grouped database from the tnal and 
bbnding database,. AppUcant tespectfuly submits tot neither Bardy nor Pence teach or 
suggest generating a grouped database because neither is concerned with ntuiti-arm study 
mltermine the efficacy of a particular drug vs. anotirer drug o* placebo. Once ^ 
after careful reading of Bardy, a PP Ucant is unable * find any reference m a «al or 
: m ^b^ let don, a grouped da^ Applicant reaped re^ drat ft. 
. Examiner identify: where in Bardy it allegedly teaches "generating a grouped daabas 
"e hi., .database and the. bonding database," as retired in independent chum 1 
(and siinilarly in independent claims 12 and 1 8). 

before, the Examiner has again feiled to establish a prina faCe case of 
because the combination of Bardy and Pence does no. teach or 
7— t Once agaht, the Bxaminer baa permissibly — 

„ render the claims unpatentable using hindsight gleaned from the present mventicn, 

. « x? a n* tn Teach *T y K"ff ff est p " rformiwg ^ a 
IV. Bard^ jnd Fence Fi»tH to 

Statistical Ana lysis on the Aocessea lrw* 
^SBen^theOn ^iMBd Hj Himad Tria l 

As noted herein, Bardy relates to a system and method for diagnosing and 
' - AS f ^ failure in a patient and Pence relates to a manufacturing 

method and system for testing raagn accessed trial 

asset* mat Bardy discloses «pe*mnng a statical «*- on £ 
. dalahase wi*out suspending me ongoing bin* M ^ t 

-The measures are collected on a 

- fintahase along with other paueut 
storage m a oataoase stored measures. 

ff^£flt- — ed and changes 

hi patient condition are logged. 
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: .. : , n to present invention, it is critical that the integrity of the blind is totaled. 
Thatis to operator canao. know or determine tot the accessed data is assoaated 
wifl, /particular clinical trial participant or a study group. Accordingly, to present 
invention requires tot to statistical analysis be performed while maintanung to 
integrity of the blind and without suspending to ongoing blinded clinical trial. However, 
Bardy tenches away from the present invention because to operetor/user of to Bardy 
system must know that to accessed data is associated with a particular pauent to 
properly analyze to patient's condition. That is, even assuming arguendo to. Bardy 
to a ctinical trial, Bardy cannot provide proper care to the patient witou. 
compromising tite integrity of to blind. Hence, conttary to to Examiner's erroneous 
assertion, applicant respectful* submits tot Bardy fails to teach or suggest "performmg 
: . statistical analysis on to accessed uial database without suspending to ongotng 
bUnded clinical trial," as required in independent claim 1 (and similarly in ^dependent 
Cairns 12 and 18), because Bardy must compromise to integrity of to Mind to access 
and analyse to medical data of a particular patient to ptovide preper medrcal care. 
- ■ Former, Bardy . describes that derived measures are calculated fiom to stored 
measures e.g., calories owned can be d^ved from patient's wa* if to speed and 
ZJ*L waUtis ^wn. One of ordinary M in to a« wo.dnot equate dertved 

... „ B .^-« -** - -m** *T 

Therefore to Btantiner has again failed to establish a prtoa facie ease of 
Therefore, tti ^ or ^ggest all 

the claim limitations. Once again, the examiner ^ ^ 

t to c^ims unpatentable using hindsight gleaned from to present mvennon. 

v. m^^f^^^^^^ 

wither t fr » PA<8Tllt o{ ™ e ~ 

. " , j herein " Bardy relates to a system and method for diagnosing and- 
As .noted herein, wray manufacturing 
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method and system for testing magnetic disk drives. However, the Rammer erroneously 
asserts that Dardy discloses "d«enmmng whether the result of the statistical analyse • 
exceeds a predetermined threshold value." (Final Office Action, page 3). Infect, 
paragraph [0059] ^ cited hy the Examiner, merely' describes using asandart 
statistical linear regression technic mvolvmg a least squares error fit to perform tite 
teshold tests. One of ordinary skill in the art would not equate performing the threshold 
tests . with, performing statistic! analysis on the accessed trial database without 
compromising the integrity of the blind and suspending the ongoing blinded corneal mal 
ami then comparing the result of the statistical analysis to a pre4etennined threshold 
vatae As noted herein, it is critical that tire integrity of the blind is maintained m tire 
^invention. TM is, the operator/user cannot know or determine that the accessed 
date is associated with a particular clinical trial participant or a study group^ 
Accordingly, tire present invention requires that the statistical analysis be performed 
while maintaining the integrity of the blind and without suspending the ongoing bhnded 
: dMcal trial. However, contrary to the Bantings assertion, Bardy teaches away front 
I ^ mesent invention because ft* operator/user of .he Bardy system must know that me - 
' accessed data la associated with a particular patient to properly analyse the patient * 
.. • condition. . Tbatis,.even assuming ar^do 4a. Bardy relates to a clinical mat Bardy 
cannotprovide proper care to the patient without compromising the integrity of Ore blmd 
Hence, contrary to the Examiner's erroneous assertion, applicant respectmUy subnu^ 

excel a predetemuued threshold value," as reared in independent 0,- frod 
similarly in independent claims 12 and 1 a), because Bardy must compromise me tnteg*y 
%. blind to access and analyze the medica. data of a particular pahent to provtde 
: proper medical care. 

Therefore, the Examiner has again faded to establish a prima fade case of 

obviousness because the combination of Bardy and Pence does no, teach or suggest 
the claim limitations 
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Moreover, since neither Bardy nor Pence remotely relate to a clinical trial, neither 
.. refero.ee. ia OTg gestive of performing statistical analysis for a sigmfic^t 
. event to -identify a potential positive or negative effect of a drug under study a« ti« 
. permissibly .earfe. possible moment while mainlining the blindness of ^e chnrca! 
^ „ is weU established mat the Examiner camrot use hindsight gleaned from the 
present invention to modify or reconstruct me prior art reference to render clanns 
unpatentable. 

riinical Tr »"i is Ongoing 
As noted herein, Bardy relate to a system and method for diagnoarog and 
Coring congestive he* Mure in a patient Acceding* <he B— — « 

. , Aio ^.,^2 step and turns to Pence for allegedly describing 
.Bardy is not suggestive of this repeating step ana _ rt ^ ctnring . method 

^ repeating step. However, as noted herein, Pence ^^ a ^~*"V 
mis repels y cwp Bardv and Pence does not remotely 

and system for testing magnetic disk drives. Since Bardy ana r 

= ana ...... .Vi^W+Vii* <!t>ri«? f df accessing the trials 

r ^oi triaX neither is suggestive of repeating the steps oi 
telate to a clinical trial, neither is sugg 

ontabase, performing s*tistical M an that me 

resmt of me statistical ana 1 ysis doea no, £^ ^ „ 

impermissibly modify or reconstruct the pnor art rerer 

mr ver the Examiner erroneously asserts that Pence diacloaes >f * » 
: , Moreover, the fcxammia predetermined 
• ^ «... the result of the statistical analysis does not exceea m p 
detemmed that, the result ot ^ a . a ^ d^baae, performing and 

..neshold vame, men repenting me s^of -smg ^ ^ ^ ^ 

- ..**^^m&^%**^}. ^ „ fM each 

*r~^-— ifmeinpotrecordis-foreechmpof, 
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to steps of accessing to tiial database, performing stnttstt,*! analyst^ 
threshold value, as erroneously suggested by the Examiner- As noted here* £. cntic* 

" ™era«,rMser cannotlmow or determine mat die accessed dan, is located 

Ocular clinical tiial « » "FT Wto 

.. Lptires-tot to be performed *» maintaining to tntegrtiy ofto 

b l and witout suspending to ongoing blinded clinical However, botivBarfy 

m te acMMe d data is. associated wim a patenter patient so Bardy can paper y 

1 patienfs condition and mus, fcnow tot to input record is asaociated £ 
^ diLive so Pence can deterntine ^^T^l 

provide proper cete to to patten, and Pence cannot detemune tf to ** dove * 

" ^ ^ con^onusing *- * ^ ' 

defecttve w, »w -^ectiully submits tot to combmanon of 

Examiner's erroneous assertion, applicant respecttuuy 

Baldymd Peuee fails to teach or suggest repeating to steps of aecessmg tti 

I fo^una statistical analysis, and determining vtotb* to result of to 
datebase, pertaining ~ JV^ value if it „ detennined to. to 

.. . sutisttcaf analysis exceeds to pjedetermmea .bmshold. as required .. 

, _ rtreed the predetermined tniesnoio, ^ tc H " 
result of to statistical analysis does no, exceed tne p 

. Wore, .to .Examine, baa again Med to es^btisti a pH« , - 

. ^ ^w*rrW and Pence does not teach or suggest att 

(he claim limitations. The Examiner n«> 

meciaun imM j.;^, „i,.aned ftomto present invention. 

ciaicos unpatentable using hmdsightgleanearrom y 

, Bardv and Pence independently or in combination fail to teach or 

No , onl y does Bardy and Pen ep ^ ^ ^ s 

statistically significant event to identity a poxe y 
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under study, squired by claims 1-3, 5-20, and 22-24, The combination 6f Bardy nnd 
Pence Ms to teach or suggest any of the claimed steps of accessing a tad database 
accessing a blinding database, generating a grouped database, performing a statical 
M , determining, and repeating, as reqtnred in independent claim! (and sinnlarly nr 
independent Cairns 12 and 18). Hence, applicants respectful* srbmit that the E— 
ha, Med to establish ,he basic requirements of a pr^ fac* case of obviousness for - - 
claims 1 -3, 5-20, and 22-24. 

. Further me claimed. invention defined by the claims eliminates the shortcomings 

eontinnously analyzes trial data of an ongoing blinded clinical taal for a stetisticaby 

SL- • *«* ■ ^ m ^ e effect ofadro8 T "£ 

Z of the cited referees are directed ti> *e prohlem solved by me P«~ 
: « is nhdenlable dtat neither Bardy nor Pence is even remotely concern *e 

. Ltisticany sigmflcant event to identify a potential positive 

una. study at the earnest possible moment. Tbe mere fcc M me »« 

" . ^ ^-c^^i^r, rtVivious Here, as noted herein, the Examiner s 
modified does not make the modification obvious. Here, ftf<liacnosme 

rrW. relates to solving a completely different problem of diagnosmg 
mimary reference (Bardy) relates 10 soivuis r „^„ p fPpnce^ 

^ „ w failure in a patient; and the secondary reference (Pence) 
- and monitoring congestive bear failure m a pa , woviding 

rela tes to solving another completely different and non-related problem of provtdmg 
relates to solving an ^ ^ ^ 

manufacturing system and method for testingaevi , 

■ anongomgblmdedclirncm,^ 

an ongoing ^ of a ^ under smdy was even tecogmzed by the prtor ait, 

positive or neganve effect of a drug ^ ^ 

by the PTO Board of ^tfon of a problem as In 

(196S),«anmvennveconmbtmonc^ret _ { 

a solution". It further appears mat the concluston reached By 
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169 U.S.P.Q. 120 (1969), is here in point There, to Board occluded tha, 
Appellant having discovered the source of to problem and solved to same ... be rs ... 
endded to patent protection". Id. at 121. 

. .solved problem > a manner not suggested by eitor Bardy or Pence to bears to 
patentrbilityoftodaimsises^bUshed. See la^Wrigto, 6 U.S.P.Q. 2d, 1959, 1961- 
1962 (Fed. car. 1988). There, to CATC reUed upon previous decisions reqmrmg a 
consideration of to problem facing to inventor in reversing to Examine,* rejecuon 
p.oblem.solved by to mvention is always relevant-: 1**1962. ****** 
. ^ 189 «« 143, .49 (CCPa: 1967), which sttted tot to parfccular 
.- problem ftcing to inventor must be crmsidered in detemmrmg obvrousness. 
nF.py.NPF.NT CLAIMS: 



Contrary to to Examiner's assertion, apptican, submits tot only to present 
invention teacbes or suggests a user define* criteria mat defines to level o 

leammess of to tiial da* for statistical analysis; and re™ only tose ****** 
mMt te useI defined criteria from to dial database," as required m clamrs 2, % and 13. 

„ K>n481 in Bardy cited by to Examiner, merely describes comparmg 
In fact, paragraph [0048] m tsaray, »»su , 

^ meled values to a stored a set of indicator threshold, and Q^ahty of hfe and 
the measured vai ordinary skill in the art would 

symptom measures set to the. reference oaseun statistical 

Tcuate such comparisons with to leve, of Ceanbness of to trtal J. — 
^is, as erroneously suggested by to Examine, Further, paragraph Wi"*** 
cite d by to Examiner, merely describes to. a plurality of montrormg sea - 

. „ f ^Hmarv skill in the art would not equate sucn 
from a database. Once again, one of ordmary SKiu m 

Leving a monitoring set from me database with relieving fed data that meet user 
retrieving a mom 5 suefie5 ted by the Examiner. Moreover, after 

defined level of cleanliness,, as erroneously suggested oy 

careful reading of Bardy, applicant is unable to find any reference to chmcal trial data, 
careful reaoxng j> vr n ^^ur rpmip.sts that the Exammer 
. alone cleanlmess. of . to .trial data. Applicant respectfully requests that 



- • • 
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. Dockei.No.: NY-MSI 203-US 



identify where in Bardy it allegedly teaches "reading a user defined criteria that defines 
the level-of cleanliness of the trial data for statistical analysis; arid retrieving only those 
trial data that meet the user defined criteria from the trial database," as required in claims 
2, 7, and 13. TheExaminer cannot simply change the principle of the operation of the 
reference or render the reference inoperable for its intended purpose to render the claims 
vujpatentable. 

Claim 3 additionally reqaires "waiting for a predetenmned time period prior to the 
repeating step if it is determined that the result of the statistical analysis does not exceed 
the predetermined threshold value." In fact, col. 5, lines 47-51 in Pence, cited by the 
Examiner, merely describes a system waiting for an input One of ordinary skill in the art 
would not equate a system waiting for input with waiting for a predetermined ume period 
prior to the repeating step if it is determined that the result of the statistical analysis does 
not exceed the predetermined threshold value, as erroneously suggested by the Exammer. 
. Applicant respectfully requests that the Examiner identify where in Pence it allegedly 
teaches "waiting for a predetermined time period prior to the repeating step if it is 
■ determined mat the result of the statistical analysis does not exceed the predetenmned 
. d^eshold value," as required in claim 3. The Examiner cannot simply change the 

: ■ f t ,„ ^f-ence or render me reference inoperable for its 

principle of the operation of the reference or renaer w. 

intended purpose to render the claims unpatentable. 

Claim 5 (and similarly claims 8, 14, and 22) additionally require "storing the 

lines 47-51 in Pence, cited by the Examiner, merely describes 

-As a further description of the unit ^^^^f 
above a single record is stored m a database on disk 1 1 ot 
FIG i for^h archive or device. There is keyed access to 
this record, based on unique device serial number. 



* * drfll in the art would not equate providing keyed access to the record 
One of ordinary skill in tne an wouiu. . ... . Qri 

. « ■ „ nrmorv device that is inaccessible by an user, as 
with, storing the grouped database in a memory device 
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^oneously . suggested . by die. Examiner. Moreover, after careful reading of Pence, 

applicant is unable to find any reference to clinical trial database, let alone a grouped 
database, which is generated from the trial and blinding databases. Applicant respectfully 
requests that the Examiner identify where in Bardy or Pence it allegedly teaches "storing 
the grouped database in a memory device that is inaccessible by any user," as required in 
claims 5. (and similarly in claims 8, 14, and 22). The Examiner cannot simply change the 
" principle of the operation of the reference or render the reference inoperable for its 
: intended purpose to render the claims unpatentable. ..... 

Claims 6, 15, and 23 additionally require performing a "statistical analysis without 

locking the trial database." As noted herein, neither Bardy nor Pence teaches or suggests 
.. clinical trial, let alone statistically analyzing the trial data of an ongoing blinded chnical 
- trial Further, as noted herein, the combination of Bardy and Pence teaches away from 
- : the present invention becanse. both Bardy and Pence cannot access the data without 
compromising the integrity of the blind (i.e., the source of the data). That is, only the 
present invention teaches accessing a clinical trial database without compromising the 
• integrity of me blind and without looting the trial database. The Examiner cannot simply 
change me principle of the operation of the ^^^^^T^fn^^ 
for its intended purpose to render the claims unpatentable. 

.Claims 9,16, and. 24 admtior^y require alerting "a mer if it is determined that 
the result of the statistical analysis exceeds the predetermined threshold value " As noted 
herein, neither Bardy nor Pence teaches or suggests performing statistical analysis on tnal 
dat a of an blinded clinical trial, let alone alerting the user if the result of the 
.a^is exceeds the predetermmed threshold. In fact, item 127 of Fig. 5 m Bardy ^ 
. . r e Examiner, merely describes a patient status indicator. The Examiner — * 
" sLply change the principle of the operation of the reference or render the -reference 
inoperable for its intended purpose to render the claims unpatentable. 
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Claim 11 additionally lequiies "retrieving a user defined statistical model; and 
running the retrieved user defined statistical model on the trial database." In fact, col. 7, 
lines 28-3 1 in Pence, cited by the Examiner, merely describes 



"Step 95 compares the Sigma calculation to statistically 
significant thresholds. The thresholds are previously 
deterrnined as being significant by the user" 



■ 



- One of ordinary skill in the art would not equate user defined thresholds with a user 
" defined- statistical model, as erroneously suggested by the Examiner. Moreover, after 
careful reading of Pence, applicant is unable to find any reference to clinical trial 
database, let alone using a user defined statistical model on the trial database. Applicant 
respectfully requests that the Examiner identify where in Pence it allegedly teaches 
"retrieving a user defined statistical model; and running the retrieved user defined 
statistical model on the trial database," as required in claim 11. The Examiner cannot 
„ simply, change .the principle of the operation of the reference or render the reference 
inoperable for its intended purpose to render me claims unpatentable. 

In view of me foregoing, it is respectfully submitted that one of ordinary skill in 
. the art, after reading and understanding Bardy, would not even turn to Pence - and if she 
" did, she would not understand how or why Bardy's congestive heart monitoring ^tem 
J ^d be combined, with Pence's manufacturing testing system. Even if such 
combination, is made, the resulting combination will not teach or suggest the present 
.. .invention. Therefore,, the Examiner has again failed to establish a >nmn /arfe case of 
obviousness because these references independently or in combination thereof fads to 
solve the problem of continuously analyzing trial data of an ongoing blinded clinical tnal 
: fo r a, tatisticaUy signifies event to identify a potential positive or negative effect of a 
drug under study. Accordingly, Applicants respectfully request this rejecfion be 

withdrawn. 
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Applicant believes no fee is due with this response. However, if a fee is due, 
please charge our Deposit Account No. 50-0624, under Order No. NY-MSI 203-US from 
which the undersigned is authorized to draw. 
Dated; October 2, 2008 Respectfully submitted, 



• » » 




C. Andrew Im 

Registration No. : 40,657 

FULBRIGHT & JAWORSKI L.L.P. 

666 Fifth Avenue 

New York, New York .10103 

(212)318-3000 

(212) 318-3400 (Fax) 

Attorney for Applicant 
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